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DETAILED ACTION 

1. The amendment filed, 12-15-03, is hereby acknowledged. Claims 1, 5, 10 and 11 were 
amended and claims 12-14 were cancelled. Claims 1-11 are pending in this application. 



2. The indicated allowability of claims 1-2, 6, 8-10 are withdrawn in view of the newly 
discovered reference(s) to Amankwa et al 

Rejections based on the newly cited reference(s) follow. 

3. All rejections made in the previous office action and not cited herein are hereby withdrawn. 

Maintained Rejections 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action; 

A person shall be entitled to a patent unless — 

(b) die invention was patented or described in a printed publication in diis or a foreign country or in public use or on sale in 
this country, more dian one year prior to die date of application for patent in the United States. 

4. Claim 1 1 remains rejected under 35 U.S.C. 102(b) as being anticipated by Kizawa et al. 
(Chemical abstract No 1996:675428). 

The claims are drawn to peptides of the sequence VYQHQKAMKPWIQPKTKVIPYVRY 
and VYQHQKAMKPWIQPKTKVIPYVRYL. 

Applicants argue that the reference does not disclose the claimed process by which the 
products have been obtained. It is asserted that the peptides produced according to the process of 
the present invention therefore differ form conventional peptides and are thus novel due to the fact 
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that peptides of claim 11 exhibit preferred biological activity achieved as a result of performing 
hydrolysis after chromatographic absorption. 

Applicants argument have been considered but have not been found persuasive. 

As Applicants well knows, for a product by process claim, "[E]ven though product-by- 
process claims are limited by and defined by the process, determination of patentability is based on 
the product itself The patentability of a product does not depend on its method of production. I f 
the product in the product-by-process claim is the same as or obvious from a product of the prior 
art, the claim is unpatentable even though the prior product was made by a different process." 
Applicants have not established that the prior art product is sufficiently different from the claimed 
product such that the prior cannot anticipate nor render obvious the product 

For this reason, the rejection is maintained. 

New Grounds for Rejections 

5. Claims 1, 2, 6, 8-10 are rejected under 35 U.S.C. 102(b) as being anticipated by Calvete et al. 

The claims are drawn to a process of production of peptide from a biological fluid where the 
peptides are subjected to in-situ hydrolysis on the chromatographic medium. 

The reference states that boar sperm subject to centrifugation to separate spermatozoa and 
seminal plasma (see page 207). The plasma was dialyzcd and subject to affinity chromatography on 
a heparin-sepharose CL-6B column (see page 207). The column was equilibrated with a TRIS-HCL 
buffer and then subject to proteolysis using cither porcine pancreatic chymotrypsin or elastase (see 
page 207). This teaching meets limitation b in claim 1. The reference states the column was 
washed (meeting limitation c in claim 1) and the bound peptides were recovered eluting with TBS 
containing 1 M NaCl and further separated by HPLC (see page 207). Degradation with 
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chymotrypsin yielded 11 fragments (see page 208). Thus, the reference disclosed on column 
digestion of peptides on an affinity chromatographic medium from a biological fluid. The reference, 
therefore, meets the claimed limitations. 

6. Claims 3-5, 7 are objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and any 
intervening claims. 

7. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Anish Gupta whose telephone number is (571)272-0965. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Brenda Brumback , can 
normally be reached on (571) 272-0961. The fax phone number of this group is (703) 308-4242. 

Any inquiry of a general nature or relating to the status of this application should be directed 
to the Group receptionist whose telephone number is (703) 308-0196. 
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Amsn Uupta 
Patent Examiner 
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